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To provide for the implementation of a Precision Medicine Initiative.

IN THE SENATE OF THE UNITED STATES
MarcH 17, 2016

Mr. ALEXANDER introduced the following bill; which was read twice and
referred to the Committee on Health, Education, Labor, and Pensions

AprIL 18, 2016
Reported by Mr. ALEXANDER, with an amendment

[Strike out all after the enacting clause and insert the part printed in italic]

A BILL

To provide for the implementation of a Precision Medicine

1
2

Initiative.

Be it enacted by the Senate and House of Representa-

tives of the United States of America in Congress assembled,
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Human Services (referred to in this section as the “See-
b sttt eforts o adress disese presention, diog-
1 developine # network of seientists to assist

i enprvine out the purposes of the Intatives
by a diverse echort of mdividuals that ean be used

to better understand heakth and diseases and
the Seerctar 1o advanee the coals of the Tnitiative,
by the Seeretary to identify and address the ad-
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ships; and

(5 ensare the ecollaboration of the Nationat In-
stitates of Health; the Food and Diue Administea-
tion and the Offiee of the National Coordinator for

and
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SECTION 1. SHORT TITLE.

This Act may be cited as the “Advancing Precision
Medicine Act of 20167
SEC. 2. PRECISION MEDICINE INITIATIVE.

(a) IN GENERAL.—The Secretary of Health and
Human Services (referred to in this section as the “Sec-
retary’) is encouraged to establish and carry out an initia-
tive, to be known as the “Precision Medicine Initiative”,
to augment efforts to address disease prevention, diagnosis,
and treatment.

(b) ComMPONENTS.—The Initiative described under
subsection (a) may include—

(1) developing a network of scientists to assist in
carrying out the purposes of the Initiative;

(2) developing new approaches for addressing
scientific, medical, public health, and regulatory
science 1Ssues;

(3) applying genomic technologies, such as whole
genomic sequencing, to provide data on the molecular
basis of disease;

(4) collecting information voluntarily provided
by a dwverse cohort of individuals that can be used to
better understand health and disease; and

(5) other activities determined appropriate by

the Secretary to advance the goals of the Initiative.
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(¢c) AUTHORITY OF THE SECRETARY.—In carrying out

this section, the Secretary may—

(1) coordinate with the Secretary of Energy, pri-
vate industry, and others determined appropriate by
the Secretary to identify and address the advanced
supercomputing needs for the Initiative described
under subsection (a);

(2) develop and utilize public-private partner-
ships; and

(3) leverage existing data sources.

(d) REQUIREMENTS.—In the implementation of the

Initrative under subsection (a), the Secretary shall—

(1) ensure the collaboration of the National In-
stitutes of Health, the Food and Drug Administra-
tion, and the Office of the National Coordinator for
Health Information Technology;

(2) comply with existing laws and regulations
Jor the protection of human subjects imvolved in re-
search, including the protection of participant pri-
vacy;

(3) implement policies and mechanisms for ap-
propriate secure data sharing across systems that in-
clude protections for privacy and security of data;

and
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1 (4) consider the diversity of the cohort to ensure
melusion of a broad range of participants, including
consideration of biological, social, and other deter-
minants of health that contribute to health dispari-

ties.

2
3
4
5
6 SEC. 3. PROTECTION OF PRIVACY OF INDIVIDUALS WHO
7 ARE RESEARCH SUBJECTS.

8 (a) IN GENERAL.—Subsection (d) of section 301 of the
9 Public Health Service Act (42 U.S.C. 241) is amended to
10 read as follows:

11 “(d) PROTECTION OF PRIVACY OF INDIVIDUALS WHO

12 ARE RESEARCH SUBJECTS.—

13 “(1) ISSUANCE OF CERTIFICATE.—

14 “(A) IN GENERAL.—If a person is engaged
15 m biomedical, behavioral, clinical, or other re-
16 search, wn which identifiable, sensitive informa-
17 tion is collected (including research on mental
18 health and research on the use and effect of alco-
19 hol and other psychoactive drugs), the Secretary,
20 m coordination with other Departments, as ap-
21 plicable—

22 “(1) shall 1ssue to such person a certifi-
23 cate of confidentiality to protect the privacy
24 of individuals who are the subjects of such

*S 2713 RS
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research if the research 1s funded wholly or
m part by the Federal Government; and

“(11) may, upon application by a per-
son engaged in research, issue to such per-
son a certificate of confidentiality to protect
the privacy of such individuals if the re-
search 1s not so funded.

“(B) RESULT OF CERTIFICATE.—Except as
provided in subparagraph (C), any person to
whom a certificate 1s issued under subparagraph
(A) to protect the privacy of individuals de-
seribed in such subparagraph shall not disclose
or provide to any other person not connected
with the research the name of such an individual
or any nformation, document, or biospecimen
that contains identifiable, sensitive information
about such an indwidual and that was created
or compiled for purposes of the research.

“(C) ExXCEPTIONS.—The disclosure prohibi-
tion wn subparagraph (B) shall not apply to dis-
closure or use that i1s—

“(1) required by Federal, State, or local
laws, excluding instances described in sub-

paragraph (D);
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“(11) mecessary for the medical treat-
ment of the indwvidual to whom the infor-
mation, document, or biospecimen pertains;

“(111) made with the consent of the in-
dwidual to whom the information, docu-
ment, or biospecimen pertains; or

“(w) made for the purposes of other
scientific research that s in compliance
with applicable Federal regulations gov-
erning the protection of human subjects in
research.

“(D) PROHIBITION ON COMPELLING DISCLO-
SURE.—Any person to whom a certificate is
wssued under subparagraph (A) to protect the
privacy of an individual described in such sub-
paragraph shall not, in any Federal, State, or
local cwvil, criminal, administrative, legislative,
or other proceeding, disclose or provide the name
of such indwvidual or any such information, doc-
ument, or birospecimen that contains identifiable,
sensitive information about the individual and
that was created or compiled for purposes of the
research.

“(E) IMMUNITY.—Identifiable, sensitive in-

Jormation protected wunder subparagraph (A),

*S 2713 RS
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and all copies thereof, shall be immune from the
legal process, and shall not, without the consent
of the individual to whom the information per-
tains, be admaissible as evidence or used for any
purpose in any action, suit, or other judicial,
legislative, or administrative proceeding.

“(F) TERMS OF PROTECTION.—Identifiable,
sensitive information collected by a person to
whom a certificate has been issued under sub-
paragraph (A), and all copies thereof, shall be
subject to the protections afforded by this section
Jor perpetuity.

“(G) MINIMIZING ADMINISTRATIVE BUR-
DEN.—The Secretary shall take steps to mini-
mize the burden to researchers, streamline the
process, and reduce the tvme it takes to comply
with the requirements of this subsection.

“(2) RULE OF CONSTRUCTION.—Nothing in this
subsection shall be construed to limit the access of an
mdwvidual who s a subject of research to information
about hamself or herself collected during such individ-
ual’s participation in the research.

“(3) DEFINITIONS.—For purposes of this sub-
section, the term ‘identifiable, sensitive information’

means information that s about an individual and
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that 1s gathered or used during the course of research

described in paragraph (1)(A) and—

“(A) through which an individual 1s identi-
fied; or

“(B) for which there is a risk, as deter-
mined by current scientific practices or statis-
tical methods, that some combination of the in-
Jormation, the request, and other available data
sources could be used to deduce the identity of an
mdiwidual.”.

(b) APPLICABILITY.—Beginning on the date of enact-
ment of this Act, all persons engaged in research and au-
thorized by the Secretary of Health and Human Services
to protect information under section 301(d) of the Public
Health Service Act (42 U.S.C. 241(d)) prior to the date of
enactment of this Act shall be subject to the requirements
of such section (as amended by this Act).

SEC. 4. PROTECTION OF IDENTIFIABLE, SENSITIVE INFOR-
MATION.

Section 301 of the Public Health Service Act (42
U.S.C. 241) is amended by adding at the end the following:

“f)(1) The Secretary may exempt from disclosure
under section 552(b)(3) of title 5, Unated States Code, bio-

medical information that s about an individual and that

*S 2713 RS
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18 gathered or used during the course of biomedical research
U
“(A) an individual 1s rdentified; or
“(B) there is a risk, as determined by current
scientific practices or statistical methods, that some
combination of the information, the request, and other
available data sources could be used to deduce the
identity of an individual.

“(2)(A) Each determination of the Secretary under
paragraph (1) to exempt information from disclosure shall
be made i writing and accompanied by a statement of the
basis for the determination.

“(B) Each such determination and statement of basis
shall be available to the public, upon request, through the
Office of the Chief FOIA Officer of the Department of
Health and Human Services.

“(3) Nothing in this subsection shall be construed to
limit a research participant’s access to information about
such participant collected during the participant’s partici-
pation in the research.”.

SEC. 5. DATA SHARING.

Section 402(b) of the Public Health Service Act (42
U.S.C. 282(D)) is amended—

(1) wn paragraph (23), by striking “and” at the

end;
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1 (2) in paragraph (24), by striking the period
2 and inserting *; and”; and

3 (3) by inserting after paragraph (24) the fol-
4 lowing:

5 “(25) may requirve recipients of NIH grants or
6 cooperative agreements to share scientific data, to the
7 extent feasible, generated from such NIH grants or co-
8 operative agreements in a manner that is consistent
9 with all applicable Federal laws and regulations, in-
10 cluding such laws and requlations for the protection
11 of—

12 “(A) human research participants, includ-
13 mg with respect to privacy, security, informed
14 consent, and protected health information;

15 “(B) proprietary interests, confidential
16 commercial information, and the intellectual
17 property rights of the funding recipient; and

18 “(C) natronal, homeland, and economic se-
19 curity interests.”.

20 SEC. 6. HIGH-RISK, HIGH-REWARD RESEARCH.

21 (a) IN GENERAL.—Section 402 of the Public Health
22 Service Act (42 U.S.C. 282) 1s amended by adding at the
23 end the following:

24 “(m) HIGH-RISK, HIGH-REWARD RESEARCH.—

*S 2713 RS
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“(1) IN GENERAL.—The Director of NIH may
approve, after consideration of a proposal under
paragraph (2)(A), requests by the national research
wstitutes and centers, or program offices within the
Office of the Director, to engage in transactions other
than a contract, grant, or cooperative agreement with
respect to projects for high-impact, cutting-edge re-
search that fosters scientific creativity and increases
Jundamental biological understanding leading to the
prevention, diagnosis, or treatment of diseases and
duisorders.

“(2) REQUIREMENTS.—The authority provided
under this subsection may be used to conduct or sup-
port high-itmpact, cutting-edge research described in
paragraph (1) using the other transactions authority
described wn such paragraph of the institute, center, or
office—

“(A) submits a proposal to the Director of

NIH for the use of such authority before con-

ducting or supporting the research, including

why the use of such authority is essential to pro-
moting the success of the project;
“(B) receives approval for the use of such

authority from the Director of NIII; and

*S 2713 RS
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14
“(C) for each year in which the institute,
center, or office has used such authority n ac-
cordance with this subsection, submits a report
to the Director of NIH on the activities of the in-
stitute, center, or office relating to such re-
search.”.

(b) REPORT TO CONGRESS.—Not later than September
30, 2020, the Secretary of Health and Human Services, act-
g through the Director of the National Institutes of
Health, shall conduct an evaluation of the activities under
subsection (m) of section 402 of the Public Health Service
Act (42 U.S.C. 282), as added by subsection (a), and submait
a report to the Commattee on Health, Education, Labor,
and Pensions of the Senate and the Committee on Energy
and Commerce of the House of Representatives on the re-
sults of such evaluation.

(¢) DUTIES OF DIRECTORS OF INSTITUTES.—Section
405(b)(1) of the Public Health Service Act (42 U.S.C.
284(b)(1)) is amended—

(1) by redesignating subparagraphs (C) through

(L) as subparagraphs (D) through (M), respectively;

and

(2) by inserting after subparagraph (B), the fol-

lowing:

*S 2713 RS
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“(C) shall, as appropriate, conduct and
support research that has the potential to trans-
Jorm the scientific field, has inherently higher
risk, and that seeks to address major current

challenges;”.

*S 2713 RS



Calendar No. 428

11410 CONGRESS
2D SESSION mo Nq ~ w

A BILL

To provide for the implementation of a Precision
Medicine Initiative.

APRIL 18, 2016

Reported with an amendment




<<
  /ASCII85EncodePages false
  /AllowTransparency false
  /AutoPositionEPSFiles true
  /AutoRotatePages /None
  /Binding /Left
  /CalGrayProfile (Dot Gain 20%)
  /CalRGBProfile (sRGB IEC61966-2.1)
  /CalCMYKProfile (U.S. Web Coated \050SWOP\051 v2)
  /sRGBProfile (sRGB IEC61966-2.1)
  /CannotEmbedFontPolicy /Error
  /CompatibilityLevel 1.4
  /CompressObjects /Off
  /CompressPages true
  /ConvertImagesToIndexed true
  /PassThroughJPEGImages true
  /CreateJobTicket false
  /DefaultRenderingIntent /Default
  /DetectBlends true
  /DetectCurves 0.0000
  /ColorConversionStrategy /LeaveColorUnchanged
  /DoThumbnails false
  /EmbedAllFonts true
  /EmbedOpenType false
  /ParseICCProfilesInComments true
  /EmbedJobOptions true
  /DSCReportingLevel 0
  /EmitDSCWarnings false
  /EndPage -1
  /ImageMemory 1048576
  /LockDistillerParams true
  /MaxSubsetPct 100
  /Optimize false
  /OPM 1
  /ParseDSCComments true
  /ParseDSCCommentsForDocInfo true
  /PreserveCopyPage true
  /PreserveDICMYKValues true
  /PreserveEPSInfo true
  /PreserveFlatness true
  /PreserveHalftoneInfo false
  /PreserveOPIComments true
  /PreserveOverprintSettings true
  /StartPage 1
  /SubsetFonts false
  /TransferFunctionInfo /Preserve
  /UCRandBGInfo /Preserve
  /UsePrologue true
  /ColorSettingsFile ()
  /AlwaysEmbed [ true
  ]
  /NeverEmbed [ true
  ]
  /AntiAliasColorImages false
  /CropColorImages true
  /ColorImageMinResolution 300
  /ColorImageMinResolutionPolicy /OK
  /DownsampleColorImages false
  /ColorImageDownsampleType /Bicubic
  /ColorImageResolution 300
  /ColorImageDepth 8
  /ColorImageMinDownsampleDepth 1
  /ColorImageDownsampleThreshold 1.50000
  /EncodeColorImages true
  /ColorImageFilter /FlateEncode
  /AutoFilterColorImages false
  /ColorImageAutoFilterStrategy /JPEG
  /ColorACSImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /ColorImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /JPEG2000ColorACSImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /JPEG2000ColorImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /AntiAliasGrayImages false
  /CropGrayImages true
  /GrayImageMinResolution 300
  /GrayImageMinResolutionPolicy /OK
  /DownsampleGrayImages false
  /GrayImageDownsampleType /Bicubic
  /GrayImageResolution 300
  /GrayImageDepth 8
  /GrayImageMinDownsampleDepth 2
  /GrayImageDownsampleThreshold 1.50000
  /EncodeGrayImages true
  /GrayImageFilter /FlateEncode
  /AutoFilterGrayImages false
  /GrayImageAutoFilterStrategy /JPEG
  /GrayACSImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /GrayImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /JPEG2000GrayACSImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /JPEG2000GrayImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /AntiAliasMonoImages false
  /CropMonoImages true
  /MonoImageMinResolution 1200
  /MonoImageMinResolutionPolicy /OK
  /DownsampleMonoImages false
  /MonoImageDownsampleType /Bicubic
  /MonoImageResolution 1200
  /MonoImageDepth -1
  /MonoImageDownsampleThreshold 1.50000
  /EncodeMonoImages true
  /MonoImageFilter /CCITTFaxEncode
  /MonoImageDict <<
    /K -1
  >>
  /AllowPSXObjects false
  /CheckCompliance [
    /None
  ]
  /PDFX1aCheck true
  /PDFX3Check false
  /PDFXCompliantPDFOnly true
  /PDFXNoTrimBoxError false
  /PDFXTrimBoxToMediaBoxOffset [
    0.00000
    0.00000
    0.00000
    0.00000
  ]
  /PDFXSetBleedBoxToMediaBox true
  /PDFXBleedBoxToTrimBoxOffset [
    0.00000
    0.00000
    0.00000
    0.00000
  ]
  /PDFXOutputIntentProfile (U.S. Web Coated \050SWOP\051 v2)
  /PDFXOutputConditionIdentifier (CGATS TR 001)
  /PDFXOutputCondition ()
  /PDFXRegistryName (http://www.color.org)
  /PDFXTrapped /False

  /CreateJDFFile false
  /Description <<

    /BGR <>
    /CHS <>
    /CHT <>
    /CZE <>
    /DAN <>
    /DEU <>
    /ESP <>
    /ETI <>
    /FRA <>
    /GRE <>

    /HRV <>
    /HUN <>
    /ITA (Utilizzare queste impostazioni per creare documenti Adobe PDF che devono essere conformi o verificati in base a PDF/X-1a:2001, uno standard ISO per lo scambio di contenuto grafico. Per ulteriori informazioni sulla creazione di documenti PDF compatibili con PDF/X-1a, consultare la Guida dell'utente di Acrobat. I documenti PDF creati possono essere aperti con Acrobat e Adobe Reader 4.0 e versioni successive.)
    /JPN <>
    /KOR <>
    /LTH <>
    /LVI <>
    /NLD (Gebruik deze instellingen om Adobe PDF-documenten te maken die moeten worden gecontroleerd of moeten voldoen aan PDF/X-1a:2001, een ISO-standaard voor het uitwisselen van grafische gegevens. Raadpleeg de gebruikershandleiding van Acrobat voor meer informatie over het maken van PDF-documenten die compatibel zijn met PDF/X-1a. De gemaakte PDF-documenten kunnen worden geopend met Acrobat en Adobe Reader 4.0 en hoger.)
    /NOR <>
    /POL <>
    /PTB <>
    /RUM <>
    /RUS <>
    /SKY <>
    /SLV <>
    /SUO <>
    /SVE <>
    /TUR <>
    /UKR <>
    /ENU (Use these settings to create Adobe PDF documents that are to be checked or must conform to PDF/X-1a:2001, an ISO standard for graphic content exchange.  For more information on creating PDF/X-1a compliant PDF documents, please refer to the Acrobat User Guide.  Created PDF documents can be opened with Acrobat and Adobe Reader 4.0 and later.)
  >>
  /Namespace [
    (Adobe)
    (Common)
    (1.0)
  ]
  /OtherNamespaces [
    <<
      /AsReaderSpreads false
      /CropImagesToFrames true
      /ErrorControl /WarnAndContinue
      /FlattenerIgnoreSpreadOverrides false
      /IncludeGuidesGrids false
      /IncludeNonPrinting false
      /IncludeSlug false
      /Namespace [
        (Adobe)
        (InDesign)
        (4.0)
      ]
      /OmitPlacedBitmaps false
      /OmitPlacedEPS false
      /OmitPlacedPDF false
      /SimulateOverprint /Legacy
    >>
    <<
      /AddBleedMarks false
      /AddColorBars false
      /AddCropMarks false
      /AddPageInfo false
      /AddRegMarks false
      /ConvertColors /ConvertToCMYK
      /DestinationProfileName ()
      /DestinationProfileSelector /DocumentCMYK
      /Downsample16BitImages true
      /FlattenerPreset <<
        /PresetSelector /HighResolution
      >>
      /FormElements false
      /GenerateStructure false
      /IncludeBookmarks false
      /IncludeHyperlinks false
      /IncludeInteractive false
      /IncludeLayers false
      /IncludeProfiles false
      /MultimediaHandling /UseObjectSettings
      /Namespace [
        (Adobe)
        (CreativeSuite)
        (2.0)
      ]
      /PDFXOutputIntentProfileSelector /DocumentCMYK
      /PreserveEditing true
      /UntaggedCMYKHandling /LeaveUntagged
      /UntaggedRGBHandling /UseDocumentProfile
      /UseDocumentBleed false
    >>
  ]
>> setdistillerparams
<<
  /HWResolution [2400 2400]
  /PageSize [612.000 792.000]
>> setpagedevice


		Superintendent of Documents
	2016-04-19T19:22:45-0400
	US GPO, Washington, DC 20401
	Superintendent of Documents
	GPO attests that this document has not been altered since it was disseminated by GPO




